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I, Kurt-Reiner Geiss, do declare as follows: 

1 . I am the inventor of the subject matter in U.S. Patent Application No. 10/665,394 
which was iiled on September 17, 2003. 

2. I received my medical degree on May 10, 1983 and my Ph.D. on February 11, 
1987, both from the university hospital in Frankfurt, Germany, 

3. Currently, I am the medical dijector of the research institute ISME, 
Moifelden/Frankfiirt, Germany. 

4. Since 1992, I have been specializing in clinical studies (human intervention 
studies) which examine the effect of nutrient ingredients in humans. I have attached my 
cmricuhim vUae (2 pages), a list of my publications (10 pages), and copies of my degree 
documents and certificates (4 pages). 

5. I have reviewed the final Office Action from the United States Patent and 
Trademark Office ("USPTO") dated August 19, 2008. I have also review^ed the prior art cited in 
the Office Action. In particular, I have reviewed Buchholz ct al. (U.S. Patent No. 6,514,973 
Bl), and Lang et al. (U.S. Patent Application Publication 2003/0161861 Al). 
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6. I am submitting this Declaration first, to support the general finding that the 
claimed food product, which includes a combination of phosphatidyl serine and carbohydrates, 
provides measurable improvements in cognitive fiinctional capacity upon consumption of ttie 
food product and second, to support the particular finding of an unexpected synergistic effect of 
the combination of phosphatidyl serine and simple carbohydrates to impt'ove cognitive 
perfoi tnance, such as increasing memory, concentration, and attentiveness in the consumer of the 
food product. 

7. At my direction and under my supervision, 1 had a clinical trial conducted 
wherein the effect of a combination of phosphatidyl serine and carbohydrates on conceniration, 
memory, and attention in middle-aged adults was evaluated. The methods and results of this 
clinical trial are presented below for consideration by the Kxaminer. 

8. Experimental Example One 
Method: 

Voiiinieers were recruited through an advertisement in llie Aii.strian newspapci- ■'Krone Zeilung". 
looking for volunteers for a clinical study on memory, concentration and attention 
(attentiveness). 29 volunteers participated in the study. The average age was 59 years. 
Chamcterislics of the volunteers can be found below in table 1 . 

Table 1: Subjects characteristics 





Age (years) 


Worlting / Retired 


Total 




< SO 


> 50 


Working 


Retired 




Men 


4 


iO 


8 


6 


14 


Wonieji 




13 


6 


9 


)5 


Total 


6 


23 


14 


15 


29 



'I he voUmteeis were evaluated pre-supplcmentation and again after 12 weeks orconsuming one 
IQPLUS Brfiin Bar (containing 200 mg of phosphatidyl serine and 20 g of carbohydrates) per 
day for the first 2 weeks, followed by half an IQPLUS Brain Bcir for the next 10 weeks. After the 
second evaluation, the volunteers slopped lakiiig the IQPLUS Brain Bar and were rc-lesied in 
week 24. 
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Concentration and attention (attentiveness) were evaluated in a psychometric test by G. Gatterer. 
The vohmtccrs were tested in time needed to complete a task, amount of correctly recognized 
symbols, number of mistakes, and mistake rate. Memory and attention were assessed by the 
reading 4 lines of characters, recollecting lines of characters, and recollecting lines of number 
test by S. Lehrl. 

Result; The combination of phosphatidyl serine and carbohydrates in form of the IQPLUS Brain 
Bar res\illed in improvements in all categories of concentration and attention (results after 12 
weeks of IQPLUS Brain Bar consumption in comparison to starting values). Com|.iarison of 
results after 12-weeks consumption wiili results after adilitional i 2-wcek wiihou! any liinhci- 
supplementation showed a decline in ail categories at week 24. Test results (comparison week I 
and 12, comparison week 12 and 24} can be found below in tabic 2. 



Talile 2: Concentration and Attention 





Improved 


Declined 


Unchanged 


Total 


Task 


1 vs. 12 


!2vs. 24 


1 vs. 12 


12 vs. 24 


1 vs. 12 


12 vs. 24 


1 vs. 12 


12 vs. 24 


Time needed to 
complete task 
(Seconds) 


72.4 


27.6 


29.6 


70.4 


0 


0 


100 


100 


Correct 

recognized 

Symbols 


27.6 


18.5 


27.6 


44.4 


44.8 


37.0 


100 


100 


Total mistakes 


6.9 


3,7 


3.5 


22.2 


89.7 


74.1 


100 


100 


Mistake rate 
(liercenlage) 


iO.3 


7.4 


.■i.5 


25.9 


86.2 


66.7 


100 


100 



Tlie combijiatioi> of phosphatidyl serine and carbohydrates in form of tlie IQPLUS Brain Bar 
i-esulted in improvements in memory and altention (results after 12 weeks of IQPLUS IJrain liar 
consumption in comparison to starting values). Compari.son of results alter I2~\veeks 
consumption witli results after additional 12-week without any further supplementation showed a 
decline at week 24. Test results (compari.son week i and 12, comparison week 12 and 24) can be 
found below in table ?>. 



Table 3: Memory and attention 





Improved 


Declined 


Unchanged 


'I'otal 


Task 


1 vs. 12 


J 2 vs. 24 


1 vs, 12 


12 vs. 24 


1 vs. 12 


12 vs. 24 


1 v.s. 12 


12 vs. 24 


Read lines of characters 
as fast as possilile (RE) 


75.8 


66.7 


24.2 


33.3 


0 


0 


100 


too 


Recollect lines of 
numbers (RN) 


34.5 


40.7 


34,5 


29.6 


31.0 


29.6 


100 


100 


Recoliect lines of 
characters (RC) 


44,8 


29,6 


24.1 


33.3 


31.0 


37.0 


too 


100 


Total (RN+RC) 


58.6 


44.4 


27.6 


37.0 


13.8 


1S.5 


!0O 


100 


C (follows from RE, RN. 
RC) 


79.3 


59.3 


20.7 


33.3 


0 


7.4 


100 


too 
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9. At my direction and under my supervision, 1 heid another clinical trial conducted 

wherein the effect of phosphatidyl serine alone, simple carbohydrates alone, or a combination of 
phosphatidyl serine and simple carbohydrates on cognitive function, attentiveness, and 
concentration were compared. The methods and results of this clinical trial are presented below 
for consideration by the Examiner. 



10. Experimental Example Two 

Methods^The golf swing is a complex motion and especially teeing off creates high levels of 
tension with potential negative effects on cognitive function, attentiveness and concentration, 
resulting in reduced performance. Golfers with handicaps 19-36 participated in a clinical trial 
measuring tee-off accuracy. The subjects received a standardized breakfast and were not allowed 
to train or consume caffeine or any other stimulants. The subjects performed a standardized 10 
minute warm-up which did not include practice shots. The 10 minute warm up consisted of a 
golf-specific eight step warm-up program of one minute each: 1. stationary jumping and running 
with upper body rotation, 2. upper body rotation and arm lift, 3. back and forth leg weight 
distribution, 4. upper body rotation simulating swing movement, 5. golf swing with horizontal 
club, 6. left and riglit arm one arm swing, 7. left and right arm horizontal swing, 8. golf swing 
without ball contact, followed by two minutes of golf swings with ball contact. A visual 
representation of the warm-up is shown below in Figure 1 . 
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Figure 1 : Standardized warm-up. 

After the warm up subjects teed-off 20 times in I5-seconds intervals and were asked to hit a 
target at a distance of 135 meters. The quality of the ball flight was recorded immediately alter 
the ball hit the ground after tee-off. A good ball flight (hit) was defined as "con'ect flight", 
"draw" or "fade", whereas all othei' ball flights were recorded as a miss. 
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w 

Figure 2: Schematic rcpiesentaiion of potential ball flights: correct llighl, fade and draw 
were rated as a hit, all other ball flights wei-e rated as a miss. 



After the first test the subjects consumed a combination of 2003iig phosphatidyl serine and 20g of 
simple carbohydrates (as IQPLUS Golf Bar, n-10) or 20 g of simple carbohydrates (as a 
nutrition bar, n=10) or 200 mg of phosphatidyl scruic (as soft gel capsules, n=2) for 6 weeks, 
After six weeks the test was repeated and the subjects reported that their individual physical, 
mental, and golf specific training habits were unchanged during the supplementation phase. 



Tabic 1: Subjects characteristics at pre-test 





Phosphatidyl 
serine (200 mg) 
and Carbohydrate 
(20 g) 


Carbohydrate (20 
g) 


Phosphatidylserin 
e (200 mg) 


Number of Subjects 


10 


10 


2 


Age (yeans) 


33.1 ±7.5 


31.4±4.5 


39.5 ±0.5 


Bodywcight (kg) 


77.6 ± 7.8 


84.6 ± 13.2 


85.0 ±3.0 


Height (cm) 


181.3±8.8 


183.6 ±5.0 


190.0 ±8.0 


Handicap 


26.8 ±7.5 


27.8 ±8.0 


27.0 ± 4.0 



Result: The combination of phosphatidyl serine and simple carbohydrates resulted in a 
signiflcant improvement of good ball flights (plus 22%: mean: pre-test 8.3 -I-/- 3.5, po.st-test 
10.1+/- 3.0), whereas simple carbohydrate intake (mean: pre-test 7.8 +/- 2.4, post-test: 7.9 l /- 
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3.6) or phosphatidyl serine intake (mean: pre-test 6.5 +/-0.5, post-test: 6.5 +A1 .5) did not 
improve pertbrmatice. 

Figure 3: Schematic representation of potential ball OighLs: correct llight, fade and draw 
were rated as a hit, ail other bait flights wore rated 



Number of hits (correcl flight, draw and fade) 

14 




PS plus Carbohydrate 

Carbohydrate 

This shows a synergistic effect of phosphatidyl serine and simple carbohydrates over the effect 
of the individual ingi'edients (phosphatidyl serine or simple carbohydrates). 



n . I believe tliat the results of the fust noted clinical trial (experimental example one) 

support the conclusion that the claimed food product, which includes a combination of 
phosphatidyl serine and carbohydrates, provides measurable improvements in cognitive 
functional cai>acity upon consumption of the food praduct. and ftuiher. the results oflhe second 
noted clinical trial (experimental example two) support the conclusion that the unexpected 
synergistic effect of a combination of phosphatidyl serine and simple carbohydrates to improve 
cognitive performance render the claimed food compositions unobvious in view of the prior art. 
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12. i lunc ihiU neither the cited avl (Ouchholz ei al. and l.ang ei ;il.) nor any nrher priiiv 

itrl leacltes the addition of simple carbohydrates lo phosphalidyl serine with the purpose or 
cxpeciafion that both would intcracS to actively improve cognitive r'linctionat ciipaciiy. such 
increasing memory, conceniraiion, and altentiveness. 

\?>. The undersigned deciarcs Itirther thai ail staiemenis tmdc herein of'liis own 

knowledge are true and that ail stiitements made on tnlbrmation and belief are belitved to he 
true: and lurfher that these statements were made with the knowledge tluu willfu! false 
siatcmenis and the like so made are punishable by fine or imprisonmem, or both, unde!- Section 
JOOl of f ivle 18 ofihe t niied Slates Code and that such willfu! lalse stateiiK-nis may jeopardize 
the validity of (he application ofany patent issuing fram the application reteienced herein 
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Seit 1993 Lehrbeaiiftragter cler Johaiiii-Wolfgang-Goethe-Universitai Frankfurt, 
Fachbereich Sportwissenschaften, Abteiliing Sportmedizin 



Approbationsurkunde 



Herr _ ^' — 

gebororiisfu • ^ ' ' m •' • 

erfOtIt die Vorausselzungen des § 3 der Bundesarzteordnung in der Fassung 
der Bekanntmachung vom 14. OKtober 197? (Bundesgesetzbl. I S 1885). 

Mil Wirkung vom heuEigen Tage wird ihm die 

Approbation a!s Arzt 

erleill. 

Die Approbation berechtigt den Arzt zur Ausubung des orztlichen Berufs. 



Darnisladt, den _ . 




Approbfition fsls Ar?,) iOr 




Die Deutsche Akadeniie fur Ernahrurigsinedizin 
bestatigt. daE 

Herr Dr. med. Kurt-Reiner GeiB 

das Curriculum Ernahrungsmediztn (100 Stunden) - einschlieBlich niu!- 
tiple choice Prufung und Fallabnahme •- erfoigreich absoiviert iial. r\ut 
Antrag wurde ihm nach Prufung der Rahmenbedingungen durch den 
Ausschufi „Ernahrungsmedfziner/in DAEM/DGEM" die arztiiche Qualifi- 
Ration ats 

Ernahr ungsmedi ziner 

DAEM/DGEM* 

erteilt. 

Die Anerkennung gilt nur in Verbindung mit der Mitgiiec^s lu 
DGEM. Es besteht die5 Verpflichtung zur kontinuierlichen Furtbil-Juti , ' 
mindestens 3 Tac]en jahrHch an einer von der DAEM anc"' 

h i td u ng s V e ra n s t a It u n g . 

" DAEM - Deutsche Akadeniie fyr fiinishfu-gsmedi^ifi 
OGEM = Deutschf; GeseMschafi /ur Ernanrtsngsmeffesn 



Freiburg, den 12. Januar 2000 Prof/ Dr. pied. R Klu*;is 

PraSident der Deuiscn---": 
Akaflemse fur Ernahfunqs-ii-nr 



Fachbereich Humanmedizin 
der Johann Wolfgang Goethe-Universitat 
Frankfurt am Main 



llerrn Kurt-Reiner f;t?0!g H e i li 
aus DfjTMVisl.tUii: 



wird der Grad Doktor der Meciizin vemehen, 
nachdem im Promotionsverfahren durch die Dissertation 

"f.lobalp LiniJ reqionalf^ ' enl !:! ■•; i ikv in;: 
ill: Vt'rlaur etner yasutJi liU let tMitle;' i itorjtp lO 
bPi F'aUent.en nut. rrischem Myokarriinf riTKl" 

sowie durch die miindiiche Priifung die wissenschaftiiche Befahigung etv/iesnn 
und dabei die Gesamtnole cum isufie eneill worden i.sl. 

Frankfufi am Main, den n , r ei-, !-m;> r i -m i 



Der Dekan des Fachbereichs Humanmedizin 

{Prof. D]-.(f!cd. H.J. Hui h-r ; 




LANDESARZTEKAMMER HBSSEN 

KDUPERSCHAFT DES OFFENTLICHEN RECHTS 



He rr Dr. med. K urt-Reiner G eo rg GeiB 
geb. am 27, November 1957 in Darms fcadt 

1st zuT Fuhnmg dcs Zusatxes 

»SPORTMEDIZIN« 

berediHgt. 



Frankfurl Am Main 
20. Januar 19 88 




